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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 



1)13 Responsive to communication(s) filed on 23 August 2003 . 
2a)Q This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-7,9, 1 1-1 7.27.28 and 45-48 is/are pending in the application. 

4a) Of the above claim(s) 1.2. 12-17.27,28 and 45-47 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 3-7.9.11 and 48 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

£))□ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)n AN b)D Some*c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 
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1. Claims 1-7, 9, 11-17, 27-28 and 45-48 are pending. 

Applicant's election with traverse of Group VIII, claims 3-7, 9, 1 1 and 48, in the Paper 
received 7-3-2003 is acknowledged. The traversal is on the ground(s) that the probers and the 
polypeptide the elected polynucleotide encodes would not require an undue burden on the 
Examiner to search. This is not found persuasive because as is recognized by the Manual of 
Classification, probes and polypeptides are classified separately and are therefore considered 
patentably distinct. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-2, 12-17, 27-28, and 45-47 stand withdrawn from further consideration pursuant 
to 37 CFR 1.142(b), as being drawn to a nonelected inventions, there being no allowable generic 
or linking claim. 

Applicant is notified that rejoinder of the method claims will be considered when the 
product claims are found allowable. 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

3. Claims 3-7, 9, 11 and 48 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specific and/or substantial asserted utility or a well established utility. 

The instant application has provided a description of an isolated DNA encoding a 
polypeptide and an antibody against the polypeptide. The instant application does not disclose 
the biological role of the polypeptide or its significance. The instant specification asserts 
specific utilities for the claimed invention for the diagnosis, prevention, and treatment of 
disorders associated with fetal development, reproduction, cell proliferation and the immune 
response. 

These utilities are not considered to be specific and substantial because the specification fails 
to disclose any particular function or biological significance for the polypeptide encoded by SEQ 
ID NO. 4. The disclosed polypeptide is said to have a potential function based upon its amino 
acid sequence similarity to other known proteins. After further research, specific and substantial 
credible utility might be found for the claimed isolated compositions. This further 
characterization, however, is part of the act of invention and until it has been undertaken, 
Applicant's claimed invention is incomplete. 

The instant situation is directly analogous to that which was addressed in Brenner V. 
Manson, 148 U.S. P. Q. 689 (1966), in which a novel compound which was structurally 
analogous to other compounds which were known to possess anti-tumor activity was alleged to 
be potentially useful as an anti-tumor agent in the absence of evidence supporting this utility. 
The court expressed the opinion that all chemical compounds are "useful" to the chemical arts 
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when this term is given its broadest interpretation. However, the court held that this broad 
interpretation was not the intended definition of "useful" as it appears in 35 U.S. C. § 101, which 
requires that an invention must have either an immediately apparent or fully disclosed "real 
world" utility. 

The instant claims are drawn to a polynucleotide encoding a polypeptide of as yet 
undetermined function or biological significance. There is no evidence of record or any line of 
reasoning that would support a conclusion that the polypeptide encoded by SEQ ID NO. 4 of the 
instant application was, as of the filling date, useful as agents for the development of treatments 
of disorders associated with fetal development, reproduction, cell proliferation and the immune 
response. Until some actual and specific significance can be attributed to the protein identified 
in the specification as PLBP2, one of ordinary skill in the art would be required to perform 
additional experimentation in order to determine how to use the claimed invention. Thus, there 
was no immediately apparent or "real world" utility as of the filing date. 

The nucleic acid of the instant invention and the protein encoded thereby are compounds which 
share some structural similarity with phospholipid binding proteins based on sequence similarity. 
It is not clear if the protein of the instant application would have the same function in 
phospholipid binding. Attwood (Science 2000; 290:471-473) teaches that "[i]t is presumptuous 
to make functional assignments merely on the basis of some degree of similarity between 
sequences. Similarly, Skolnick et al. (Trends in Biotech. 2000; 18(l):34-39) teach that the 
skilled artisan is well aware that assigning functional activities for any particular protein or 
protein family based upon sequence homology is inaccurate, in part because of the 
multifunctional nature of proteins (e.g., "Abstract" and "Sequence-based approaches to function 
prediction", page 34). Even in situations where there is some confidence of a similar overall 
structure between two proteins, only experimental research can confirm the artisan's best guess 
as to the function of the structurally related protein (see in particular "Abstract" and Box 2). 
Finally, even single amino acid differences can result in drastically altered functions between 
two proteins. For example, Metzler et al. (Nature Structural Biol. 1997; 4:527-531) show that 
any of a variety of single amino acid changes can alter or abolish the ability of CTLA4 to interact 
with its ligands CD80 and CD86 (e.g., summarized in Table 2). To employ a protein of the 
instant invention in any of the disclosed methods would clearly be using it as the object of 
further research. Such a use has been determined by the courts to be a utility which, alone, does 
not support patentability. Since the instant specification does not disclose a credible "real 
world" use for PLBP2, then the claimed invention as disclosed does not meet the requirement of 
35 U.S.C. § 101 as being useful. 



4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 
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5. Claims 3-7, 9, 11 and 48 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and/or substantial asserted utility 
or a well established utility for the reasons set forth above, one skilled in the art clearly would 
not know how to use the claimed invention. 

Specifically, since the claimed invention is not supported by either a specific or substantial 
asserted utility or a well established utility for the reasons set forth above, one skilled in the art 
would not know how to use the claimed invention. 



6. Claims 3, 6-7, 9, 1 1 and 48 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The claims recite as part of the invention the following; a polypeptide comprising a 
"naturally-occuring amino acid sequence at least 90% identical to the sequence of SEQ ID 
NO:3". 

A polypeptide comprising the amino acid sequence of SEQ ID NO:3 is adequately 
described in the specification as-filed. 

A polypeptide comprising a "naturally-occuring amino acid sequence at least 90% 
identical to the sequence of SEQ ID NO:3" is a recitation of a genus of polypeptides for which 
Applicant has disclosed a single species: the polypeptide of SEQ ID NO:3. The claim recites 
that the polypeptide is "naturally-occuring". The specification proposes that other members of 
the "naturally-occurring" polypeptide genus may be identified by using hybridization probes to 
identify DNAs or RNAs related to the nucleic acid encoding SEQ ID NO:3, expressing the 
polypeptide, and assaying the polypeptide for PLBP activity. 

However, Applicant does not appear to have provided a description of which polypeptide 
sequences are "naturally-occuring", even among those polypeptides at least 90% identical to the 
full length of the sequence of SEQ ID NO:3. Neither does Applicant appear to have provided a 
description of how the structure of the polypeptide of SEQ ID NO:3 relates to the structure of 
other "naturally-occuring" polypeptides which have PLBP activity, even for those polypeptides 
at least 90% identical to the full length of the sequence of SEQ ID NO:3. Thus neither the 
common attributes of the genus nor the identifying attributes of individual species other than 
SEQ ID NO:3 appear to have been described. 

One of skill in the art would conclude that Applicant was not in possession of the claimed 
genus of polypeptides comprising a "naturally-occuring amino acid sequence at least 90% 
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identical to the full length of the sequence of SEQ ID NO:3". Applicant does not appear to have 
been in possession of the genus of polynucleotides encoding the genus of polypeptides, 

Therefore, only an polynucleotide which encodes SEQ ID NO:3, meets the written 
description provision of 35 U.S.C. 112, first paragraph. Vas-Cath Inc. v. Mahurkar , 19 USPQ2d 
1111, makes clear that "applicant must convey with reasonable clarity to those skilled in the art 
that, as of the filing date sought, he or she was in possession of the invention. The invention is, 
for purposes of the written description inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that [he or 
she] invented what is claimed." (See Vas-Cath at page 1 116.). Consequently, Applicant was not 
in possession of the instant claimed invention. See University of California v. Eli Lilly and Co. 
43 USPQ2d 1398. 

Furthermore, Applicant has disclosed in their specification any biological fragments 
having PLBP activity, since Applicant has not disclosed even one species in the genus of the 
recited phrase "biological fragment ", there is no written description for this term. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

7. Claim 9 is rejected under 35 USC 112, second paragraph, because it depends upon a non- 
elected claim. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick Nolan whose telephone number is (703) 305-1987. The 
examiner can normally be reached on Monday through Friday from 8:30 am to 4:30 pm. 

7. If attempts to reach the examiner are unsuccessful, the examiner's supervisor, Christina 
Chjtfi, can be reached at (703) 305-3973 

Patrick J. Nolan, Ph.D. 
Primary Examiner, Group 1640 
12/1/2003 



